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DETAILED ACTION 

Claims 32-41 and 54-71 are pending in this application, Claims 63-71 were 
examined on their merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

All objections and rejections not repeated in the instant Action have been 
withdrawn due to the Applicant's response to the previous Action. 

The Amendment filed 07/11/06 has been accepted and entered. 

New Rejections necessitated by Applicant's Amendment 

This is a new rejection necessitated by the Applicant's amendment filed 
07/11/06. 

Claim Rejections - 35 USC § 103 

Claims 63-68 and 71 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Costabile et al. (2001) in view of Ghosh et ai (5,431 ,924). 
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Costabile et al. teaches an assay which measures the activity of an in vitro 
preparation of T-lymphocytes comprising the addition of n-3 polyunsaturated fatty acid 
p-oxa to the T-lymphocytes (Pg. 3981 , Column 1 , Lines 34-49), measurement of the 
change in the activity of the T-lymphocytes following addition of the (3-oxa (Pg. 3983 Fig. 
2A), and comparing the change in activity for the (3-oxa treated cells against the change 
in activity for the known anti-inflammatory n-3 polyunsaturated fatty acid 
docosahexaenoic acid (DHA), the DHA having been measured in the same steps and 
used to generate a standard against which p-oxa effectiveness is measured (Pg. 3983, 
Fig. 2A) and the serial dilution of the fatty acids (Pg. 3983, Figs. 2a, 2b, 3a, 3b). 

Costabile et ai. teaches an assay wherein the substance is a biologically active 
component of oils (fatty acid) (Pg. 3981, Column 1, Lines 15-25) and dilution of the fatty 
acids in ethanol (Pg. 3981, Column 1, Lines 40-44). 

Costabile et al. teaches an assay wherein the preparation is a preparation of T- 
lymphocytes and the activity is lympho-proliferation (Pg. 3981, Column 1, Lines 50-65). 

Costabile et al. teaches an assay wherein the preparation is a preparation of T- 
lymphocytes and the activity is production of the cytokines IL-2, Interferon-y, and TNF-p 
(Pg. 3981, Column 1, Lines 66-68 and Column 2, Lines 1-8). 
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Costabile et al. teaches wherein certain polyunsaturated fatty acids have been 
demonstrated to produce potent inhibitors of chemotaxis upon metabilization by 
neutrophils (Pg. 3986, Column 1, Lines 47-55) and that some polyunsaturated fatty 
acids are known to stimulate neutrophil activity while modified others lack that property 
(Pg. 3980, Column 2, Lines 8-27). 

Costabile et al. does not teach wherein the substance is selected from animal or 
plant oils, selected from tea tree, linseed, borage, and evening primrose oils, fish oils, 
and algal, microbial and fungal oils, or wherein the substance is emu oil or an ethanol 
extract of emu oil. 

Ghosh et ai teaches that eicopentaenoic acid (EPA) and docosahexanoic acid 
(DHA) are the principle long chain fatty acid triglycerides in fish oil and that dietary fish 
oil supplementation may support endogenous anti-inflammatory activity by modifying 
production of harmful mediators within the animal's tissues (Column 1, Lines 46-49 and 
58-61). Further, Ghosh et al. teaches that an alternative pathway of unsaturated fatty 
acid metabolism is via the C18-triunsaturated fatty acids, gamma and alpha-linolenic 
acid, found in plant oils such as evening primrose oil (Column 2, Lines 3-6) and fish oils 
(Column 1, Lines 33-49) and tea tree and Linseed oils (Column 2, Lines 10-24) and in 
extracted emu oils (Column 2, Lines 41-44). 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to adapt the assay for assessing the anti-inflammatory activity of a 
substance as taught by Costabile et a/., which measures the activity of an in vitro 
preparation of T-lymphocytes with the use of other polyunsaturated fatty acids from 
natural sources as taught by Ghosh etai because the ordinary artisan would have been 
familiar with the use of isolated natural compounds from natural oils as the basis by 
which many new compounds can be refined from or synthesized in order to obtain more 
desirable experimental results. The ordinary artisan would have been motivated to use 
animal (emu) or plant oils in the method taught by Costabile et al. because of the benefit 
of obtaining a cheap, cost-effective source of polyunsaturated fatty acids. Indeed, 
Ghosh etal. discloses the control elements used by Costabile et al. as having known 
anti-inflammatory activities (Column 1, Lines 46-49). The ordinary artisan would have 
had a reasonable expectation of success based upon the similarity of the two methods 
in examining the effects of polyunsaturated fatty acids on t-lymphocyte cell 
preparations. 

Thus, the invention as a whole is prima facie obvious over the references, 
especially in the absence of evidence to the contrary. 
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Claims 63-69 and 71 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Costabile et al. (2001 ) in view of Ghosh et al. (5,431 ,924) and Schmidt et al. 
(1989). 

The teachings of Costabile et al. and Ghosh et al. were discussed above. 

Neither Costabile et al. nor Ghosh et al. teach a method wherein the cells are 
neutrophils and the activity measured is chemotaxis. 

Schmidt teaches a method for characterizing the anti-inflammatory activity of fish 
oil wherein polyunsaturated fatty acids are shown to inhibit neutrophil chemotaxis (Pg. 
55, Column 1, Lines 1-8 and Table 1) and that macrophages and monocytes play an 
important role in atherosclerosis (Pg. 53, Column 1, Lines 1-3 and Column 2, Lines 13- 
15). 
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It would have been obvious to one of ordinary skill at the time the invention was 
made to combine the assay taught by Costabile et al. which measures the activity of an 
in vitro preparation of T-lymphocytes after exposure to polyunsaturated fatty acids, and 
Ghosh et al. who teaches that polyunsaturated fatty acids have known anti-inflammatory 
properties and can be found in plant and animal oils, with the method of characterizing 
the anti-inflammatory activity of fish oil on neutrophil chemotaxis taught by Schmidt et 
al. because the methods are drawn toward characterizing the anti-inflammatory activity 
of natural oil compounds on the various activities of certain types of cells from the 
immune system. The ordinary artisan would have been motivated to adapt the method 
of Costabile et al. to include the method of characterizing the anti-inflammatory activity 
offish oil on neutrophil chemotaxis because of the advantage demonstrated by Schmidt 
et al. that polyunsaturated fatty acid compounds specifically inhibit neutrophil 
chemotaxis, a part of the inflammatory pathway and because Costabile et al. teaches 
that some metabolic byproducts of polyunsaturated fatty acids are known chemotaxis 
inhibitors. The ordinary artisan would have had a reasonable expectation of success 
based upon the similarities between the two methods and the success of the methods in 
determining anti-inflammatory activities separately. 

Thus, the invention as a whole is prima facie obvious over the references, 
especially in the absence of evidence to the contrary. 
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Claims 63-68, 70 and 71 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Costabile et al. (2001) in view of Ghosh et al. (US 5,431 ,924) and 
Ferrante et al. (US 5,767,156). 

The teachings of Costabile et al. and Ghosh et al. were discussed above. 

Neither Costabile et al. nor Ghosh et al. teach a method wherein the cells are 
neutrophils and the activity measured is adherence to endothelial cells. 

Ferrante et al. teaches wherein a polyunsaturated fatty acid is used to treat 
neutrophil preparations and stimulate neutrophil adherence to endothelial cells (Column 
6, Lines 33-35 and Figs. 8&9). 

It would have been obvious to one of ordinary skill at the time the invention was 
made to combine the assay taught by Costabile et al. which measures the activity of an 
in vitro preparation of T-lymphocytes after exposure to polyunsaturated fatty acids, and 
Ghosh etal. who teaches that polyunsaturated fatty acids have known anti-inflammatory 
properties and can be found in plant and animal oils, with the method of characterizing 
the effect of polyunsaturated fatty acids on neutrophil adherence to endothelial cells as 
taught by Ferrante et al. because all of the methods are drawn toward characterizing 
the anti-inflammatory activity of natural oil compounds on the various activities of certain 
types of cells from the immune system. 
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The ordinary artisan would have been motivated to adapt the method of 
Costabile et al. to include the method of characterizing the anti-inflammatory activity of 
fish oil on neutrophil adherence to endothelial cells because of the advantage 
demonstrated by Ferrante et al. that certain polyunsaturated fatty acid compounds 
specifically stimulate neutrophil adherence to endothelial cells, a part of the 
inflammatory pathway and because Costabile et al. teaches that some polyunsaturated 
fatty acids have stimulatory effects on neutrophils, while certain modified 
polyunsaturated fatty acids lack this property. The ordinary artisan would have had a 
reasonable expectation of success based upon the similarities between the two 
methods and the success of the methods in determining anti-inflammatory activities 
separately. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 
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Response to Arguments 

Applicant's arguments filed 07/1 1/06 have been fully considered but they are not 
deemed to be persuasive. 

The Applicant argues that there is no suggestion to be found in the references 
that would suggest the use of the substances disclosed by Ghosh et al. in a 
standardized assay. 

The Applicant's argument is not found to be persuasive because Costabile is 
directed toward the assay of the anti-inflammatory activity of polyunsaturated fatty 
acids, such as EPA and DHA and Ghosh et al. clearly discloses that eicopentaenoic 
acid (EPA) and docosahexanoic acid (DHA) are the principle long chain fatty acid 
triglycerides in fish oil and that dietary fish oil supplementation may support endogenous 
anti-inflammatory activity. As described above, the assay of Costabile essentially is an 
assessment of the anti-inflammatory properties of a substance (a new synthetic 
polyunsaturated fatty acid) as compared to a known polyunsaturated fatty acid using a 
series of diluted amounts. 



Application/Control Number: 10/505,446 Page 1 1 

Art Unit: 1655 

The Applicant argues that there is no teaching or disclosure which would suggest 
the need or desirability of the control in the experimental process involving novel 
synthetic polyunsaturated fatty acids and that there appears to be no explicit direction to 
isolate polyunsaturated fatty acids from the substances described by Ghosh. 

The Applicant's argument is not found to be persuasive because Costabile 
clearly teaches a control polyunsaturated fatty acid with known anti-inflammatory 
properties to which the new synthetic polyunsaturated fatty acid is compared to. 
Controls are well known in the scientific arts as a means of verifying if experimental data 
are due to the change of some condition. The fact that Ghosh does not explicitly teach 
the isolation of polyunsaturated fatty acids from the described substances is not 
relevant to the claims at hand, which do not limit the substances to only those which are 
isolated. 

The Applicant argues that there is nothing to be found in the prior art references 
(Costabile and Schmidt, instantly) which establishes the need or desirability of using the 
methodology of Schmidt in the method of Costabile. 
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The Applicant's argument is not found to be persuasive because Costabile 
teaches above that neutrophil metabolization of some polyunsaturated fatty acids 
results in the production of neutrophil chemotaxis inhibitors. Schmidt provides the 
specific experimental method by which this teaching is demonstrated using 
polyunsaturated fatty acids. 

Conclusion 

No Claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul C. Martin whose telephone number is 571-272- 
3348. The examiner can normally be reached on M-F 8am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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